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Mr. John P. Venardos
Vice President, Regulatory Affairs

International Product Management
Herbalife International of America, Inc.

9800 La Cienega Boulevard
P.O. BOX80210
Inglewood, California 90301

Dear Mr. Venardos:

This is in response to your letter of December 30, 1998 to the Food and Drug Administration
(FDA) pursuant to21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal Food, Drug, and
Cosmetic Act (the Act)). Your submission, responding to FDA’s letter of August 18, 1998,
asked that FDA provide you the basis upon which it had determined that menopause was ,a
“disease.”

FDA does not believe that menopause itself is a disease. The agency’s tentative conclusions
on this subject are set forth in its proposed rule entitled “Regulations on Statements Made for
Dietary Supplements Concerning the Effect of the Product on the Structure or Function of the
Body” which was published in the April 29, 1998 Federal Register (63 FR 23624). The
proposal explained that “certain natural states, such as pregnancy, aging, or the menstrual
cycle, that are themselves not ‘diseases,’ are sometimes associated with abnomlalities that are
characterized by a specific set of signs or symptoms, and thus meet the definition of disease”
(see 63 FR 23627). The proposal further stated that “a statement would be considered a
disease claim if it explicitly or implicitly claimed an effect on a consequence of a natural state
that presents a characteristic set of signs or symptoms recognizable to health care
professionals or consumers as constituting an abnormality of the body, such as toxemia of
pregnancy, premenstrual syndrome, or abnormalities associated with aging such as
presbyopia, decreased sexual function, Alzheimer’s disease, or hot flashes. Claims that did
not refer to a recognizable abnormality resulting from a natural state or to its signs or
symptoms ...would not be disease claims.. .“

The proposed rule has not been finalized. In the context of the rulemaking, FDA is actively
considering which claims should and should not be considered disease claims. Therefore,
our current view about what claims are permitted under 21 U. S.C. 343 (r)(6) ma} change as
we develop a final rule defining the types of statements that can be made concerning the
effect of a dietary supplement on the structure or function of the body. The issue you raised
in your letter will be addressed by the agency in its consideration of comments received in
response to the proposed rule and development of a final rule.
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Please contact us if we may be of further assistance.

Sincerely,

Lynn A. Larsen, Ph.D.
Director
Division of Programs and Enforcement Policy
Office of Special Nutritional
Center for Food Safety

and Applied Nutrition

Copies:
FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200
FDA, Los Angeles District Office, Compliance Branch, HFR-PA240

cc:

HFA-224 (w/incoming)
HFA-305 (docket 97 S-0163)
HFS-22 (cCo)
HFS-456 (file, r/f)
HFS-450 (r/f, file, 0SN#63094)
HFD-310 (BWilliams)
HFD-314 (Aronson)
HFS-600 (Reynolds)
HFS-605 (Bowers)
GCF- 1 (Nickerson, Dorsey)
r/d: HFS-456:RMoore:l/11 /99
revised per GCF-1 :LNickerson:3/23 /99
f/t:rjm:HFS-456 :3/23199 :63094 .adv:disc36
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Office of Special Nutritional (HFS-450)
Center For Food S:lfe!j and Applied Nutrition
FOOD & DRUG /’.i) MINISTRATION
200 C Street, S.W.
Washington, R C. 20204

Ref.: Worwm’s Choice Dietar-j’ Supplement

Dear Sir and/or Madam:

Pursuant to 21 CFR 101.93, please be advised that Herbalife [international of America. Inc. is
commercializing Woman’s Choice dietary supplement in the United States. This letter is intended
to replace our August 4, 1998 notification letter to the FDA advising the agency of statements
being made for the Woman’s Choice product. lt contains a revision of certain statements made in
our August 4 notification letter, and reflects the Company’s response to the FDA’s comments on
those statements, as set forth by the agency in its August 18, 1998 “courtesy” letter to u:.

With all due res~;ct, Herbalife disagrees with the view expressed in the agency’s Augwst 18
letter, which c!~~racterized the naturally-occurring process of menopause as a “dise~;a’. We
respectfully “<quest that the agency share with us the scientific basis supporting such an op; ;lion,
an opinion I(hich we believe runs directly counter to the prevalent \ iew of medical expel”!.. –
which is that menopause is a natural condition which occurs as w’,men age. Despite ~’u
disagreement with the agency’s views on this subject, Herbalife has ,lonetheless revised the
language that it will use to promote Woman’s,Choice in our product Iiteratuw.

Wornan’s Choice dietary supplement is labeled and promoted with statements provided for in
section 403(r)(6) of the Federal Food, Drug, and Cosmetic Act.

LABEL
Stiggcstcd %r.ring: O::e m- two tablets per day.
Woman’s C!,~ice contains a special blend of isoflavones from Red Clove], soy and
Kudzu plu:. Black COI1OS11which helps promote hm-rnone balance in Jvomen.

PRODUCT LITERATURE
As ‘,~mnen approach age 35 and beyond, they experience a va;:ety of indications, SOI,ICof. .
w!l;ch are related to declining estrogen levels. This normal occurrence often cauces
~iscomfort, including sleep disturbance. Man y ~tud ies suggest ti~t isoflavones may hel~~
“,vornen meet nutritional needs during time of life. Isoflavones halt a chemical structure
similar to the body’s Ilatur-al estrogen, which ma~ account for these c+yects. Additionally,
isoflavones help main[~in a healthy cholesterol level and preliminary studies show that
SOJ isoflavones may increase bone mass, Woman’s Choice is rich in [’ijtural sources of
isoflavones. including Black COI1OSII.I?cd Clover Extract and Kudzu Root. It also
contains :]n{ioxidatits tl;at assist the body’s defense against the effects of frc~ radicals.
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. Contains a special blend of isoflavones from Red Clover, SCY and Kudzu, along with
antioxidant-rich Black COI1OSII,that may promote hormone balcnce.

Product labeling prominently bears the required boxed statement, “These statements have not

been evaluated by the Food and Drug Administration. This product is not intended to diagnose,
treat, cure or prevent any disease.”

Herbalife International of America, Inc. certifies that the information contained in this notice is
complete and accurate, and that the Company has substantiation that the foregoing statements are
truthful and not misleading.

Finally, we look forward to receiving at your earliest convenience the information requested
above that supports the agency’s view, stated in the August 18 letter, that menopause is somehow
a disease rather than a naturally-occurring process.

Please do not hesitate to advise should you have arty questions.

Sincelely,

File: Woman’s Choice Dietary Supplement
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Special Supplem ents For Women

Tang Kuei Plus*
Supcrkr nulriioual Ioni.. c>pmi.dly (’ix WUIUC.1,

Tang Kuci h~s been used (or centuries ISIChin- ax;, gcnCr>I

mxritional tonic. particularly beneficial (or women. The rOUI (,(’ Ihc

plant is prefer-rcd bccaugc it is a rich source of Bvitamins. Calcium,

Iron, Ma,gncsium and cs.cnt;al oik. In (h. Chinese s.wrcm, Tang

Kuci is consic!crcd a “ccpcrior herb” [hat can bc sakcn on J ri~ily

basis and k often added to coups and bro~hs 10 incrcasc Ihc

nutritional value of these dishes.

● Speci.dly (ormul> ted so normalize the challenges aw<i:,i~~ w,th :,

woman’s menstrual cycle.

● [ncludes the sdrhtionel benefit of C-hsmomilc. Thts mult~purpntc

pkmr was ur.cd by the Ancient Greeks snd was cm-tsirlcrca a Sacccd

herb by the :~rly Angio-%xorss.

● Includes Calcium snd Magnesium. SS well as V[lmin A.

$Ioltl (Ccs.sclCf 12)

#0.703 (HAP Or udt) $~2.5fl
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Woman’s Choice
[&LIrj wpp[cmcnt [w wnmcn.

As women apptich we 35 and beyond they experience a variety at

indications, some of whkh arc related to declining cs~gen Ievek. ‘llsis

norms.1 occumnce often caux discomfort. including deep

disrurbancc. Many smdies suggest that isofhvoncs may help womcss

mc.x nuoiciond needs durin5 this time of Ii&. Iso&vosscs bw A

chemical suwcoxc similar co S& bcdyj nwurd estrugcq which may

amamt LX these cfi%m-sAddIcionslly, isollavones help mabtain a

heskhy cholesterol ICWI●nd prcliminq smdies show dsac SOY

isoflavones msy ina-eox bone ma= Womdn ti Choice is rich in natwz!

sources of isolhvones, inc]uding B&d ~hogh. ~ UWm ~=d

and Kud2u RiIoL 11also concak snrioxidanrs shal assist the bmdy~

de(ensc s@uI h. cffccss of I%. radials.

o Contains ● special blend of ~ollavones L-urn Rrd Clover, S9 and

KUSIZUalong with msiotidant-rich Nxk Cobb that may pmmotc

homnone blame.

#30 13 (case of 1p)

#0166 (HAP or LJl>tl) S22.QO
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